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FDA Announces Plan to Phase Out Animal Testing Requirement for Certain
Drugs

What Happened?

On Thursday, April 10, the U.S. Food and Drug Administration (FDA) announced its plan

to replace the animal testing requirement for the development of monoclonal antibody

(mAb) therapies and other drugs with more effective, human-relevant methods, including
advanced computer simulations and human-based lab models, which it collectively dubbed
new approach methodologies (NAMs). Further, the agency noted that it will begin utilizing
preexisting, real-world safety data from other regulatory-comparable countries where a target
drug has already been studied in humans to help determine efficacy. According to the release,
the agency believes these changes will lead to improved drug safety and animal welfare, lower
R&D costs, and ultimately, reduced drug prices.

While the precise timeline for the elimination of the animal testing requirement is unclear; the
FDA indicated that implementation of the phase-out will begin immediately for investigational
new drug (IND) applications, where inclusion of NAMs data is encouraged, and highlighted its
ultimate goal for the animal testing requirement to be reduced, refined, or potentially replaced.
It appears that the details of the implementation process are still being ironed out, with the
FDA announcing its plan for a public workshop on the topic later this year and noting its intent
to launch a pilot program in the coming year to allow select mAb developers to use a primarily
non-animal-based testing strategy, under close FDA consultation. Additionally, while the FDA
is still in the process of updating its guidelines to allow consideration of data from these new
methods, it alluded to the possibility of allowing companies that submit strong safety data from
non-animal tests to benefit from a more streamlined application review process.

Our Take

Overall, we view Thursday’s announcement largely as a statement of intent to assess and create
regulations ensuring the safety and accuracy of utilizing non-animal-based alternatives in the
preclinical development process, which previous administrations” had already been working
toward (see FDA Modernization Act 2.0 from 2022 and FDA workshop from last October).
That said, while the FDA Modernization Act 2.0 allowed for non-animal testing, the bill did

not state any formal plans to refine, reduce, or completely replace animal testing over time.
Even though we expect these changes to be rolled out gradually over time and believe drug
developers will still want to do at least some animal testing, this is clearly going to be a major
overhang for Charles River (CRL $99.95; Market Perform), which generates roughly 20% of its
revenue from testing drugs in non-human primates (stock ended Thursday down 28%). From
our coverage list, we believe this has the potential to be a major tailwind for Certara (CERT
$10.51; Market Perform) and Simulations Plus (SLP $26.50; Outperform), both of which have
preclinical models that can be used in place of, or in conjunction with, animal-based testing.
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